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Art Unit: 1618 

DETAILED ACTION 
DECLARATION UNDER 37 CFR § 1.131 

Applicant's declaration filed 11/01/2006 has been fully considered and has now 
rendered the 102(e) rejection and 103(a) rejection in the last office action filed 
08/01/2006 moot because the Hunter et al. reference (US 20050149173 A1) no longer 
qualifies as prior art due to the disclosure within that the inventors conceived of their 
invention before November 10 th 2003. Therefore all of the prior art rejections (35 USC 
102(e) and 103(a)) have been withdrawn. The examiner has also withdrawn the 35 
USC 112 second paragraph rejections because the currently amended claims renders 
the rejections moot. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
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consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 1-58 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pacetti (WO 03/022323 A1 , cited by applicants in IDS filed 1 1/06/2006) and in view of 
Roby et al. (WO 98/32398 A1 , cited by applicant in IDS filed 1 1/06/2006). This new 
ground of rejection was necessitated both by amendment (new claims 53-58) and by 
applicants newly disclosed IDS filed 11/06/2006. 

Pacetti discloses a coating for reducing the rate release of drugs from stents in 
which the stent includes a polymer capable of maintaining its crystalline lattice structure 
while the therapeutic agent is released from the stent. See abstract. The polymers 
include polyurethanes with a polydimethylsiloxane soft segments, poly(vinylidene 
fluoride-co-methacrylic acid) ect. See [0020]-[0021] and claims 11,16-17. The 
therapeutic agents included anti proliferative-substances, antibiotics, paclitaxel ect. See 
[0028]. Regarding the limitation that the implantable device is applied to a solution of 
PEA and a low surface energy, surface blooming polymer, Pacetti discloses that the 
composition can be applied by any conventional method including spraying the 
composition on the device or by immersing the device in the composition. See [0023]. 
Regarding claims 45-52 Pacetti discloses several methods of using the coated stents 
including treatment of obstructions caused by tumors and for treating occluded regions 
of blood vessels caused by abnormal or inappropriate migration and proliferation of 
smooth muscle tissue cells, thrombosis and restenosis. See [0032]. 
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Pacetti does not disclose the use of PEA in combination with the crystalline 
polymers (same as low surface energy polymer or low surface energy, surface blooming 
polymer), to produce a coating containing a therapeutic for a stent. 

Roby discloses the preparation of polyesteramides and surgical devices 
fabricated from them. See abstract and pag 1 lin 1-21 . Roby is used mostly for the 
disclosure within that polyesteramides can be used as a coating for surgical devices 
and the polyesteramide surgical devices could also incorporate therapeutic agents such 
as antimicrobial agents. See pag 6 lin 3-pag 8 lin 18. The polyesteramide compositions 
^ could also be blended with other absorbable or non-absorbable compositions. Roby 
disclosed that the advantages or significance of PEA for use in medical devices was the 
susceptibility of their ester linkages to hydrolyze, conferring upon PEA the ability to be 
absorbed or resorbed by the body and the amide linkages confer upon them desirable 
mechanical properties. Regarding claims 53-58 it is obvious that since both the coatings 
described in Pacetti and Roby are used for medical devices for use in the body the 
coating would be biologically benign and since the combination of the coatings 
described in the references above are the same as applicants claimed invention it is 
also obvious that the coatings would have the same properties, including biological 
properties. 

It would have been prime facie obvious to a person of ordinary skill in the art at 
the time the claimed invention was made to combine the art described in the documents 
above because Pacetti disclosed the use of both the same low surface energy polymers 
and low surface energy, surface blooming polymers for a stent coating containing a 
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therapeutic as applicants claims while Roby disclosed that coatings for surgical devices 
containing PEA and therapeutics was already well known in the art at the time of the 
invention. The motivation to combine the above documents would be to produce and 
use a coated stent in which the coating comprised a therapeutic, PEA and a highly 
crystalline hydrophobic polymer (same as applicants low surface energy polymer). The 
advantage of such a coating would be that the combination would provide a biologically 
absorbable coating with desirable mechanical properties from the PEA polymer 
disclosed in Roby and a controlled release of the therapeutic from the crystalline 
polymers disclosed in Pacetti. Thus, the claimed invention, taken as a whole was prima 
facie obvious over the combined teachings of the prior art. 
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